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NOTICES 


ENVIRONMENTAL  PROTECTION 
AGENCY 

IPKL  660-3:  OPP-30000/8) 

PESTICIDE  PROGRAMS 

Rebuttable  Presumption  gainst  Registra¬ 
tion  and  Continue  Registration  of  Pesti¬ 
cide  Products  Containing  Compound 
1080  and  Compound  1061 

The  Deputy  Assistant  Administrator, 
Office  of  Pesticide  Programs,  Envlroii- 
mental  Protection  Agency  (EPA),  has 
determined  that  a  rebuttable  presump¬ 
tion  exists  against  registration  and  con¬ 
tinued  registration  of  all  pesticide  prod¬ 
ucts  containing  Compound  1080  (sodium 
fhioroacetate)  and  C<anpound  1081  (so¬ 
dium  fluoroacetamlde) . 

I.  Regulatory  provisions.  A.  General. 
The  Environmental  Protection  Agency 
promulgated  regulations  (40  CPTl  162) 
for  the  registration,  reregistration,  and 
classification  of  pesticides  on  July  3, 1975 
<40  PR  28242) .  Section  162.11  of  the  reg¬ 
ulations  provides  that  a  rebuttable  pre¬ 
sumption  against  registration  shall  arise 
if  It  Is  determined  that  a  pesticide  meets 
or  excee<ls  any  of  the  criteria  for  risk  set 
forth  in  §  162.11(a)  (3).  If  it  is  deter¬ 
mined  that  such  a  presumption  against 
continued  registration  of  a  pesticide  has 
arisen,  the  regulations  require  that  the 
registrant  be  notified  by  certified  mall 
and  that  the  registrant  be  provided  an 
opportunity  to  submit  evidence  in  rebut¬ 
tal  of  the  presumption.  In  addition,  the 
Agency  has  determined  that  the  public 
should  be  provided  with  notice  of  the 
presumption  so  they  may  submit  cmn- 
ments  and  any  additional  information 
relevant  to  the  presmnption. 

A  notice  of  rebuttable  presmnption 
aginst  registration  or  continued  registra¬ 
tion  of  a  pesticide  Is  not  to  be  confused 
with  a  notice  of  Intent  to  cancel  the  reg¬ 
istration  of  a  pesticide  and  may  or  may 
not  lead  to  cancellation.  Hie  notice  of 
rebuttable  presumption  is  issued  when 
the  evidence  relatkl  to  risk  meets  the 
Agency’s  criteria,  whereas  the  notice  if 
Intent  to  coned  is  issued  only  after  a 
careful  consideration  of  both  risks  and 
benefits  and  a  determination  is  reached 
that  the  pesticide  may  generally  cause 
unreasonable  adverse  effects  on  the  en¬ 
vironment. 

Accordingly,' all  registrants  and  appli¬ 
cants  for  registration  are  invited  pursu¬ 
ant  to  40  CFR  162.11(a)  (4)  to  submit 
evidence  In  rebuttal  of  the  presumptions 
listed  in  Part  IE.  Registrants  and  other 
interested  parties  may  submit  data  on 
benefits  which  they  believe  would  Justify 
registration  or  continued  registration  in 
the  event  the  Agency  determines  that 
the  risk  presumptions  have  not  been 
completely  rebutted.  In  addition,  any 
registrant  may  petition  the  Agency  to 
voluntarily  cancel  a  current  registration 
pursuant  to  Section  6(a)  (1)  of  FEPRA. 

B.  Rebuttal  criteria.  Section  162.11 
(a)  (4)  provl<ie6  that  a  party  seeking  new 
or  continued  registration  may  rebut  the 
presumption  by  sustaining  the  burden  of 
proving; 


(1)  In  the  ease  of  a  pesticide  presumed 
against  pursuant  to  the  acute  toxicity  cri¬ 
teria  (ff  Section  162.11(a)  (3)  (i)  or  pur¬ 
suant  to  the  lack  of  emergency  treatment 
criterion  of  S  162.11(a)  (3)  (lU),  *'•  •  • 
that  when  considered  with  the  formula¬ 
tion,  packaging,  method  of  use,  and  pro¬ 
posed  restrictions  on  and  directions  for 
use  and  widespread  and  commonly  rec¬ 
ognized  practices  of  use,  the  anticipated 
exposure  to  an  applicator  or  user  and  to 
local,  regional  or  national  populations  of 
nontarget  organisms  is  not  likely  to  re¬ 
sult  in  any  significant  acute  adverse 
effects;** 

(2)  In  the  case  of  a  pesticide  presumed 
against  pursuant  to  the  chronic  toxicity 

criteria  of  { 162.11  (a)  (3)  (11) , . that 

when  considered  with  proposed  restric- 
tiems  on  use  and  widespread  and  com¬ 
monly  recognized  practices  of  use,  the 
pesticide  will  not  concentrate,  persist  or 
accrue  to  levels  in  man  or  the  environ¬ 
ment  likely  to  result  in  any  significant 
chronic  adverse  effects;”  or 

(3)  In  either  case,  that  “the  determi¬ 
nation  by  the  Agency  that  the  pesticide 
meets  or  exceeds  any  of  the  criteria  for 
risk  was  in  error.” 

If  after  review  of  the  evidence  sub¬ 
mitted  in  rebuttal,  the  Administrator  de¬ 
termines  that  the  applicant  or  registrant, 
as  the  case  may  be,  has  rebutted  the 
presximptlon  by  sustaining  the  affirma¬ 
tive  burden  of  proof  set  forth  In  subpara- 
gn^h  (4)  of  S  162.11(a)  then,  If  the  ap¬ 
plication  or  registration  is  otherwise  in 
compliance  with  the  Act  and  these  regu¬ 
lations,  In  accordance  with  section  3(c) 
of  the  Act  he  will  register  the  pesticide 
for  such  use'or  c(Hitlnue  any  such  regis¬ 
tration  already  in  effect.  In  the  case  of 
an  application  for  registration  for  which 
notice  of  approval  is  required  to  be  pub¬ 
lished  pursuant  to  1 162.7(d)  (2),  sueh 
notice  shall  state  that  the  Administrate 
has  determined  that  the  presumption  has 
been  rebutted  within  the  time  provided 
for  submlsslcm  of  rebuttsd  evidence.  Such 
notice  shall  refer  to  the  appropriate 
clause  of  1 162.11(a)  (4)  (1)  and  (ii)  up(m 
which  the  Administrator  bases  his  deter¬ 
mination  tiiat  the  presumption  has  been 
rebutted. 

C.  Benefits  information.  In  addition 
to  submitting  evidence  to  rebut  the 
presumption  of  risk,  1 162.11(a)  (5)  (ill) 
provides  that  a  registrant  ***  •  •  may 
submit  evidence  as  to  whether  the 
econcunlc,  social  and  environmental 
benefits  of  the  use  of  the  pesticide  sub¬ 
ject  to  the  presumption  outweigh  the 
risk  of  use."  If  the  risk  pres(imptions 
are  not  rebutted,  the  benefit  evidence 
submitted  by  the  registrant  and/or 
other  interested  persons  and  any  pre¬ 
liminary  EPA  staff  recommendations 
may  be  considered  by  the  Administrator 
in  determining  the  appropriate  regula¬ 
tory  action.  Specifically,  {  162.11(a)  (5) 
(ill)  provides  that  if  the  “benefits  appear 
to  outweigh  risks,”  the  Administrator 
may  Issue  a  notice  of  intent  to  hold  a 
hearing  pursuant  to  secti(m  6(b)  (2)  of 
FIFRA  rather  than  a  notice  of  Intent  to 
cancel  or  deny  registration  pursuant  to 
sectlcm  6(b)  (1)  of  FiFHA.  Alternatively, 
If  the  “benefits  do  not  appear  to  out¬ 


weigh  the  risks,  the  Administrator  shall 
Issue  a  notice  pursuant  to  section  3(c)  (6) 
or  section  6(b)  (1)  of  the  Act,  as  appro¬ 
priate.”  Moreover,  if  at  any  time  the 
Administrator  determines  that  a  pesti¬ 
cide  poses  an  “imminent  hazard”  to 
humans  or  the  environment,  a  notice  of 
suspension  may  be  Issued  pursuant  to 
section  6(c)  of  the  Act. 

n.  Presumptions.  Pesticide  products 
containing  Compounds  1080  and  1081 
meet  or  exceed  the  following  risk  criteria 
set  forth  In  40  CFR  162.11(a)  (3) . 

A.  Acute  toxicity:  hazard  toL. wildlife 
Sections  162.11(a)  (3)  (i)(B)  (1)  and  (2) 
provide  that  a  rebuttable  presiunption 
shaU  be  Issued  if  the  pesticide  as  for¬ 
mulated  occurs  as  a  residue  lmme<liately 
following  application  in  or  on  the  feed 
of  a  mammalian  or  avian  species  repre¬ 
sentative  of  species  likely  to  be  exposed 
to  such  feed  in  amounts  equivalent  to  the 
average  dally  intake,  at  levels  equal  to 
or  greater  than  (1)  the  acute  oral  LDo. 
for  mammalian  species  and  (2)  the  sub¬ 
acute  dietary  LCn  for  avian  species. 

Although  the  Agency  currently  lacks 
acute  oral  LDto  data  for  every  exposed 
nontarget  mammalian  species  and  sub¬ 
acute  dietary  LCn  data  for  every  exposed 
nontarget  avian  species,  the  available 
toxicity  data,  the  use  patterns,  nonselec¬ 
tivity,  and  m<xie  of  action  of  Ccxnpounds 

1080  and  1081  clearly  indicate  that  acute¬ 
ly  lethal  residue  levels  In  the  form  of 
poisoned  baits  will  be  available  to  ex¬ 
posed  nontarget  species.  These  com¬ 
pounds  exhibit  a  narrow  range  of  toxk 
doses  among  exposed  animals.  There¬ 
fore,  the  same  toxic  properties  which 
account  for  the  efficacy  of  these  com¬ 
pounds  in  killing  target  species  will  also 
cause  the  deaths  of  nontarget  organisms 
Thus,  the  available  toxicity  data  can  be 
reasonably  applied  to  nontarget  organ¬ 
isms.  Accordingly,  all  registrations  for 
products  containing  Compounds  1080  and 

1081  meet  or  exceed  the  criteria  oi 
S  162.11(a)  (3)  (1)  (B) ,  and  a  presumption 
against  registration  or  continued  regis- 
tratton  exists. 

B.  Effects  on  nontarget  organisms.  40 
CFR  162.11(a)  (3)  (U)(C)  provides:  “A 
rebuttable  presumption  shall  arise  if  a 
pesticides  lngr<^ent(s)  •  •  •  [clan 
reasonably  be  anticipated  to  result  in  sig¬ 
nificant  local,  regional,  or  national  popu¬ 
lation  reductions  In  nontarget  organisms, 
or  fatality  to  members  of  endangered 
species.”  The  extremely  toxic  nature  of 
Compounds  1080  and  1081  (discussed 
above,  paragraph  (A) )  and  the  nature  of 
most  uses  Indicate  that  their  use  might 
reasonably  be  anticipated  to  result  in 
significant  population  reductions  in  non¬ 
target  species,  notwithstanding  the  ab¬ 
sence  of  validated  field  evidence  of  such 
occurrences. 

Similarly,  the  Agency  has  no  validated 
evidence  that  the  use  of  1080  and  1081 
have  actually  resulted  in  the  deaths  of 
members  of  endangered  species.  How¬ 
ever,  experimental  laboratory  evidence 
suggests  that  such  deaths  can  reasona¬ 
bly  be  antictoated. 

A  subspecies  of  kit  fox  that  is  closely 
related  to  the  endangered  San  Joaquin 
kit  fox  was  experimentally  fed  kangaroo 
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rats  which  had  been  poisoned  by  baits 
containing  Compound  1080.  (Sohitoskey, 
F.,  Jr.,  1975,  “Primary  and  Secondary 
Hazards  of  Three  Rodenticldes  to  Kit 
Pox”,  Journal  of  Wildl.  Mgt.,  39(2) :  416- 
418.)  This  ingestion  caused  lethal  sec¬ 
ondary  poisoning  In  the  kit  fox.  Conse¬ 
quently,  the  poisoning  of  small  target 
mammals  with  1080  or' 1081  may  likely 
result  in  exposure  of  kit  foxes  to  lethal 
doses  contained  in  rodent  carcasses.  This 
fact  is  of  particular  significance  because 
the  most  intensive  use  of  1080  occurs  in 
areas  inhabited  by  the  San  Joaquin  kit 
fox.  Other  endangered  species  including 
the  California  condor  and  the  black - 
footed  ferret  may  also  be  jeopardized  by 
the  use  of  1080  and  1081  in  controlling 
rodents  and  birds.  Accordingly,  a  rebut¬ 
table  presumption  has  arisen  pursuant  to 
§  162.11(a)  (3)  (11)  (C). 

C.  Lack  of  emergency  treatment.  40 
CPR  162.11(a)  (3)  (iii)  provides:  “A  re¬ 
buttable  presumption  shall  arise  if  a 
pesticide’s  ingredient(s)  •  •  •  ihlas  no 
known  antidotal,  paUiative.  or  first  aid 
treatment  for  amelioration  of  toxic  ef¬ 
fects  in  man  resulting  from  a  single  ex¬ 
posure."  Based  on  the  following  relevant 
facts  and  circiunstances  it  appears  that 
no  reasonably  available  and  effective 
emergency  treatment  is  known  for  1080 
and  1081  intoxication:  (1)  one  bait 
placement  represents  a  lethal  dose  for 
humans;  (2)  once  a  sufficient  amount  of 
1080  or  1081  is  absorbed  into  the  blood¬ 
stream  the  outcome  is  invariably  fatal; 
(3)  symptoms  of  1080  or  1081  poisoning 
may  not  occxu:  untU  a  fatal  dose  has  al¬ 
ready  been  absorbed  into  the  blood¬ 
stream;  (4)  the  potentially  most  effec¬ 
tive  treatment  for  1080  or  1081  poisoning, 
monoacetin.  Is  not  available  in  a  phar¬ 
maceutical  grade;  and  (5)  although  the 
use  of  1080  and  1081  is  restricted  to  some 
extent,  use  around  domestic  dwellings  is 
not  specifically  prohibited,  and  has  re¬ 
sulted  in  accidental  child  poisonings.  Of 
particular  concern  is  the  fact  that  the 
sjrmptoms  of  1080  or  1081  poisoning  may 
not  occur  until  a  cxmslderable  amoimt 
of  the  poison  has  already  been  absorbed 
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into  the  bloodstream.  Once  a  .suificient 
dose  is  absorbed,  the  outcome  is  invari¬ 
ably  fatal.  Accordingly,  a  rebuttable 
presumption  has  arisen  pursuant  'to 
1 162.11(a)  (3)  (Ui). 

m.  Registrations  and  products  subject 
to  the  notice.  Each  registrant  and  appli¬ 
cant  for  registration  listed  below  is  being 
notified  by  certified  mail  of  the  rebut¬ 
table  presumption  existing  against  regis¬ 
tration  and  continued  registration  of  its 
products. 

The  registrants  and  applicants  for 
registration  shall  have  45  days  from  the 
date  this  notice  is  sent,  or  until  Jan¬ 
uary  6,  1977,  to  submit  evidence  in  re¬ 
buttal  of  the  presiunption.  However,  the 
Administrator  may,  for  good  cause 
shown,  grant  an  additional  60  days  in 
which  such  evidence  may  be  submitted. 
Notice  of  such  an  extension,  if  granted, 
will  appear  in  the  Federal  Register. 

IV,  Duty  to  submit  information  on 
adverse  effects.  Registrants  are  required 
by  law  to  submit  to  EPA  any  additional 
information  regarding  any  adverse  ef¬ 
fects  on  man  or  the  environment  which 
comes  to  a  registrant’s  attention  at  any 
time  (pursuant  to  section  6(a)(2)  of 
PIPRA  and  40  CTR  162.8(d)).  K  any 
registrant  of  1080  or  1081  has  any  pub¬ 
lished  or  unpublished  information, 
studies  reports,  analyses,  or  reanalyses 
regarding  any  adverse  effects  associated 
with  1080  or  1081,  including  but  not 
limited  to,  effects  in  animal  species  or 
humans,  residues,  and  claimed  or  veri¬ 
fied  accidents  to  humans,  domestic  ani¬ 
mals,  or  wildlife,  which  has  not  been 
previously  submitted  to  EPA,  it  must  be 
submitted  immediately.  Together  with 
any  rebuttal  information  submitted, 
registrants  must  certify  that  they  have 
submitted  all  information  known  to  them 
regarding  any  adverse  effects  associated 
with  the  use  of  1080  or  1081.  In  addition, 
the  registrants  should  notify  EPA  of  any 
studies  currently  in  progress,  including 
the  purpose  of  the  study,  the  protocol, 
the  approximate  compleUon  date,  and  a 
summary  of  all  results  observed  to  date. 

V.  Public  cranments.  A  position  docu¬ 
ment,  dated  October  27,  1976,  prepared 
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by  an  Agency  working  group  on  1080  and 
1081  and  containing  references  and  the 
underlying  data  is  available  for  public 
inspection.  During  the  time  allowed  for 
submission  of  rebuttal  evidence,  com- 
tnents  on  the  presumptions  set  forth  in 
the  notice  and  on  the  material  contained 
in  the  position  document  are  also  soli¬ 
cited  from  the  public.  In  particular,  any 
documented  episodes  of  adverse  effects  to 
humans,  domestic  animals,  or  wildlife, 
and  information  as  to  any  laboratory 
studies  in  progress  or  completed,  are  re¬ 
quested  to  be  submitted  to  EPA  as  soon 
as  possible.  Likewise,  any  studies  or  com¬ 
ments  on  the  benefits  from  the  use  of 
1080  and  1081  are  requested  to  be  sub¬ 
mitted.  All  ccmiments  and  information 
should  be  sent  to  the  Federal  Register 
Section,  Technical  Services  Division 
(WH-569) ,  Office  of  Pesticide  Programs, 
Rm.  401,  East  Tower,  401  M  St.,  SW  , 
Washington,  D.C.  20460.  Three  copies  of 
the  comments  or  information  should  be 
submitted  in  order  to  facilitate  the  work 
of  the  Agency  and  others  interested  in 
inspecting  them.  The  comments  and  in¬ 
formation  should  bear  the  identifying 
notation  OPP-30000/8.  Comments  and 
information  received  within  the  specified 
time  limit  shall  be  considered  before  it  is 
determined  whether  a  notice  shall  be 
issued  in  accordance  with  40  CPR  162  - 
11(a)  (5)  (ii).  Comments  received  after 
the  specified  time  period  will  be  con¬ 
sidered  only  to  the  extent  feasible  con¬ 
sistent  with  the  time  limits  imposed  by 
40  CPR  162.11(a)  (5) (ii).  AU  written 
ccmunents  and  information  filed  pursu¬ 
ant  to  this  notice  will  be  available  for 
public  inspection  in  the  office  of  the 
Federal  Register  Section  from  8:30  a.m. 
to  4  p.m.  on  normal  working  days. 

The  material  contained  in  the  position 
document  is  available  for  public  inspec¬ 
tion  in  the  Office  of  Special  Pesticide  Re¬ 
views,  Rm.  447,  East  Tower,  during  the 
same  time  period. 

Dated:  November  22,  1976. 

Edwin  L.  Johnson, 

■  Deputy  Assistant  Administrator 
lor  Pesticide  Programs. 
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NOTICES 


-  [FRL  650-2>OPP-30000/71 

PESTICIDE  PROGRAMS 

Rebuttable  Presumption  Against  Registra¬ 
tion  and  Continued  Registration  of  Cer¬ 
tain  Pesticide  Products  Containing 

Strychnine  and  Strychnine  Sulfate 

The  Deputy  Assistant  Administrator, 
Office  of  Feticide  Programs,  Environ¬ 
mental  Protection  Agency  (EPA),  has 
determined  that  a  rebuttable  presump¬ 
tion  exists  against  registration  and  con¬ 
tinued  registration  of  those  pesticide 
products  containing  strychnine  and 
strychnine  sulfate  which  are  registered 
for  outdoor,  above-ground  use. 

I.  Regulatory  provisions. 

A.  General.  The  Environmental  Pro¬ 
tection  Agency  promulgated  regulations 
(40  CPR  162)  for  the  registration,  re¬ 
registration,  and  classification  of  pesti¬ 
cides  on  July  3,  1975  (40  FR  28242) .  Sec¬ 
tion  162.11  of  the  regulations  provides 
that  a  rebuttable  presumption  against 
registration  shall  arise  if  it  is  determined 
that  a  pesticide  meets  or  exceeds  any  of 
the  criteria  for  risk  set  forth  in  §  162.11 
(a)(3).  It  it  is  determined  that  such  a 
presumption  against  continued  registra¬ 
tion  of  a  pesticide  has  arisen,  the  regu¬ 
lations  require  that  the  registrant  be 
notified  by  certified  mail  and  that  the 
registrant  be  provided  an  opportunity  to 
submit  evidence  in  rebuttal  of  the  pre¬ 
sumption.  In  addition,  the  Agency  has 
determined  that  the  public  should  be  pro¬ 
vided  with  notice  of  the  presumption  so 
they  may  submit  comments  and  any  ad¬ 
ditional  information  relevant  to  the  pre¬ 
sumption. 

A  notice  of  rebuttable  presumption 
against  registration  or  continued  regis¬ 
tration  of  a  pesticide  is  not  to  be  con¬ 
fused  with  a  notice  of  intent  to  cancel 
the  registration  of  a  pesticide  and  may 
or  may  not  lead  to  cancellation.  The 
notice  of  rebuttable  presumption  is  is¬ 
sued  when  the  evidence  related  to  risk 
meets  the  Agency’s  criteria,  whereas  the 
notice  of  intent  to  cancel  is  issued  only 
after  a  careful  consideration  of  both 
risks  and  benefits  and  a  determination  is 
reached  that  the  pesticide  may  generally 
cause  unreasonable  adverse  effects  on  the 
environment. 

Accordingly,  all  registrants  and  appli¬ 
cants  for  registration  are  invited  pur¬ 
suant  to  40  CFR  162.11(a)(4)  to  submit 
evidence  in  rebuttal  of  the  presumptions 
listed  in  Part  II.  Registrants  and  other 
interested  parties  may  submit  data  on 
benefits  which  they  believe  would  justify 
registration  or  continued  registration  in 
the  event  the  Agency  determines  that  the 
risk  presumptions  have  not  been  com¬ 
pletely  rebutted.  In  addition,  any  regis- 
trant^may  p>etition  the  Agency  to  volun¬ 
tarily  cancel  a  current  registration 
pursuant  to  section  6(a)(1)  of  FIFRA. 

B.  Rebuttal  Criteria.  Section  162.11(a) 
(4)  provides  that  a  party  seeking  new  or 
continued  registration  may  rebut  the 
presumption  by  sustaining  the  burden  of 
proving: 

(1)  In  the  case  of  a  pesticide  pre¬ 
sumed  against  pursuant  to  the  acute 
toxicity  criteria  of  Section  162.11(a)(3) 


(i)  or  pursuant  to  the  lack  of  emergency 
treatment  criterion  of  §  162.11(a)  (3) 
(iii),“.  .  .  that  when  considered  with  the 
formulation,  packaging,  method  of  use, 
and  proposed  restrictions  on  and  direc¬ 
tions  for  use  and  widespread  and  com¬ 
monly  recognized  practices  of  use,  the 
anticipated  exposure  to  an  applicator  or 
user  and  to  local,  regional  or  national 
populations  of  nontarget  organisms  is 
not  likely  to  result  in  any  significant 
acute  adverse  effects;” 

( 2 )  In  the  case  of  a  pesticide  presumed 
against  pursuant  to  the  chronic  toxicity 
criteria  of  §  162.11(a)  (3)  (ii),  “.  .  .  that 
when  considered  with  proposed  restric¬ 
tions  on  use  and  widespread  and  com¬ 
monly  recognized  practices  of  use,  the 
pesticide  will  not  concentrate,  persist  or 
accrue  to  levels  in  man  or  the  environ¬ 
ment  likely  to  result  in  any  significant 
chronic  adverse  effects;”  or 

(3)  In  either  case,  that  “the  determi¬ 
nation'  by  the  Agency  that  the  pesticide 
meets  or  exceeds  any  of  the  criteria  for 
risk  was  in  error.” 

If  after  review  of  the  evidence  sub¬ 
mitted  in  rebuttal,  the  Administrator 
determines  that  the  applicant  or  regis¬ 
trant,  as  the  case  may  be,  has  rebutted 
the  presumption  by  sustaining  the  af¬ 
firmative  burden  of  proof  set  forth  in 
subparagraph  (4)  of  §  162.11(a)  then,  if 
the  application  or  registration  is  other¬ 
wise  in  compliance  with  the  Act  and 
these  regulations,  in  accordance  with 
section  3(c)  of  the  Act  he  will  register 
the  pesticide  for  such  use  or  continue 
any  such  registration  already  in  effect. 
In  the  case  of  an  application  for  regis¬ 
tration  for  which  notice  of  approval  is 
required  to  be  published  pursuant  to 
§  162.7(d)  (2) ,  such  notice  shall  state 
that  the  Administrator  has  determinea 
that  the  presumption  has  been  rebutted 
within  the  time  provided  for  submission 
of  rebuttal  evidence.  Such  notice  shall 
refer  to  the  appropriate  clause  of  §  162.11 

(a)  (4)  (i)  and  (ii)  upon  which  the  Ad¬ 
ministrator  bases  his  determination  that 
the  presumption  has  been  rebutted. 

C.  Benefits  information.  In  addition  to 
submitting  evidence  to  rebut  the  pre¬ 
sumption  of  r^sk,  §  162.11(a)  (5)  (iii) 
provides  that  a  registrant  ”...  may  sub¬ 
mit  evidence  as  to  whether  the  economic, 
social  and  environmental  benefits  of  the 
use  of  the  pesticide  subject  to  the  pre¬ 
sumption  outweigh  the  risk  of  use.”  If 
the  risk  presumptions  are  not  rebutted 
the  benefit  evidence  submitted  by  the  reg¬ 
istrant  and/or  other  interested  persons 
and  any  preliminary  EPA  staff  recom¬ 
mendations  may  be  considered  by  the 
Administrator  in  determining  the  appro¬ 
priate  regulatory  action.  Specifically, 
§  162.11(a)  (5)  (iii)  provides  that  if  the 
“benefits  appear  to  outweigh  risks.”  the 
Administrator  may  issue  notice  of  intent 
to  hold  a  hearing  pursuant  to  section  6 

(b) (2)  of  FIFRA  rather  than  a  notice 
of  intent  to  cancel  or  deny  registration 
pursuant  to  section  6(b)(1)  of  FIFRA. 
Alternatively,  if  the  “benefits  do  not  ap¬ 
pear  to  outweigh  the  risks,  the  Adminis¬ 
trator  shall  issue  a  notice  pursuant  to 
section  3(c)  (6)  or  section  6(b)  (1)  of  the 
Act,  as  appropriate.”  Moreover,  if  at  any 


time  the  Administrator  determines  that  a 
pesticide  poses  an  “imminent  hazard”  to 
humans  or  the  environment,  a  notice  of 
suspension  may  be  issued  pursuant  to 
Section  6(c)  of  the  Act. 

II.  Presumptions. 

Pesticide  products  containing  strych¬ 
nine  and  strychnine  sulfate  meet  or 
exceed  the  following  risk  criteria  set  forth 
in  40  CFR  162.11(a)  (3). 

A.  Acute  toxicity:  Hazard  to  wildlife. 
Sections  162.11(a)  (3)  (i)  (B)  (1)  and  (2) 
provide  that  a  rebuttable  presumption 
shall  be  issued  if  the  pesticide  as  formu¬ 
lated  occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed 
of  a  mammalian  or  avian  species  rep¬ 
resentative  of  species  likely  to  be  ex¬ 
posed  to  such  feed  in  amounts  equiva¬ 
lent  to  the  average  daily  intake,  at  levels 
equal  to  or  greater  than  (1)  the  acute 
oral  LDi.  for  mammalian  species  and  (2) 
the  subacute  dietary  LCsn  for  avian 
species. 

Although  the  Agency  currently  lacks 
acute  oral  LD.-„  data  for  every  exposed 
nontarget  mammalian  species  and  sub¬ 
acute  dietary  LCa.  data  for  every  exposed 
nontarget  avian  species,  the  available 
toxicity  data,  use  patterns,  nonselectiv¬ 
ity,  and  mode  of  action  of  strychnine 
and  strychnine  sulfate  clearly  indicate 
that  acutely  lethal  residue  levels  in  the 
form  of  poisoned  baits  will  be  available 
to  exposed  nontarget  species.  These 
compounds  exhibit  a  narrow  range  of 
toxic  doses  among  exposed  animals. 
Therefore,  the  same  toxic  properties 
which  account  for  the  efficacy  of  these 
compounds  in  killing  target  organisms 
will  also  cause  the  deaths  of  nontarget 
organisms.  Thus,  the  available  toxicity 
data  can  be  reasonably  applied  to  non¬ 
target  organisms. 

The  Agency  has  determined,  however, 
that  the  placement  of  strychinine  and 
strychnine  sulfate  underground  in  ani¬ 
mal  burrows  will  not  result  in  significant 
exposure  to  nontarget  species.  Accord¬ 
ingly,  products  containing  strychnine 
and  strychnine  sulfate  which  are  regis¬ 
tered  for  outdoor,  above-ground  use  meet 
or  exceed  the  criteria  of  §  162.11(a)(3) 
(i)  (B) ,  and  a  presumption  against  regis¬ 
tration  or  continued  registration  exists. 

B.  Effects  on  nontarget  organisms.  40 
CFR  162.11(a)  (3)  (ii)  (C)  provides:  “A 
rebuttable  presumption  shall  arise  if  a 
pesticides  ingredient(s)  ...  [clan  rea¬ 
sonably  be  antiticipated  to  result  in  sig¬ 
nificant  local,  regional,  or  national  popu¬ 
lation  reductions  in  nontarget  organisms, 
or  fatality  to  members  of  endangered 
species.”  The  extremely  toxic  nature  of 
strychnine  and  strychnine  sulfate  [dis¬ 
cussed  above,  paragraph  (A)  1  and  the 
nature  of  most  of  the  uses  suggest  that  a 
possible  hazard  to  nontarget  species 
might  reasonably  be  anticipated.  Field 
studies  further  support  the  likelihood  of 
significant  population  reductions  in  non¬ 
target  species. 

One  such  study  (Howell,  J.,  and  Wish- 
art,  W.,  1969,  “Strychnine  Poisoning  in 
Canada  Geese”,  Bull.  Wildl.  Disease  Ass., 
5:119)  found  that  the  above-ground 
placement  of  strychnine-treated  oat 
baits  for  gopher  control  resulted  in  the 
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deaths  of  significant  numbers  of  Canada 
geese.  A  study  sponsored  jointly  by  E3»A 
and  the  Pish  Wildlife  Service  (FWS)  of 
the  United  States  Department  of  the  In¬ 
terior  assessed  the  field  hazards  of 
strychnine  when  applied  above  and  below 
ground.  Only  preliminary  results  of  this 
study  are  currently  available;  they  indi¬ 
cate  that  underground  placement  of  baits 
did  not  significantly  affect  nontarget  or¬ 
ganisms.  However,  the  placement  of  baits 
above  ground  caused  the  deaths  of  sig¬ 
nificant  numbers  of  nontarget  organisms. 
The  final,  verified  results  of  this  study 
will  be  available  in  the  near  future,  and 
will  become  a  part  of  the  Agency  file  on 
strychnine  and  may  serve  as  a  basis  for 
a  final  determination  pursuant  to  40  CFR 
162.11(a)(5). 

The  Agency  cuiTently  lacks  field  evi¬ 
dence  that  toe  use  of  strychnine  and 
strychninfe  sulfate  have  actually  resulted 
in  deatlf  to  members  of  endangered  spe¬ 
cies.  However,  experimental  evidence 
suggests  that  such  deaths  can  likely  be 
anticipated. 

A  subspecies  of  kit  fox,  closely  related 
to  toe  endangered  San  Joaquin  kit  fox, 
was  experimentally  fed  kangaroo  rats 
which  had  been  poisoned  by  baits  con¬ 
taining  strychnine.  Schltoskey,  P.  Jr., 
1975,  “Primary  and  Secondary  Hazards 
of  Three  Rodenticides  to  Kit  Pox”,  Jour¬ 
nal  of  Wildl.  Mgt.,  39(2)  ;416-418)  This 
ingestion  caused  lethal  secondary  poison¬ 
ing  in  the  kit  fox.  Consequently,  toe 
poisoning  of  small  target  mammals  with 
strychnine  or  strychnine  sulfate  will 
likely  result  in  exposure  to  kit  foxes  of 
lethal  doses  contained  in  rodent  car¬ 
casses.  Other  endangered  species  includ¬ 
ing  the  (California  condor  and  toe  black¬ 
footed  ferret  may  also  be  jeopardized  by 
the  use  of  strychnine  or  strychnine  sul¬ 
fate  in  controlling  rodents  and  birds.  Ac¬ 
cordingly,  a  rebuttable  presumption  has 
arisen  pursuant  to  §  162.11(a)  (3)  (ii)  (C) 
against  those  products  which  are  regis- 
-  tered  for  outdoor  above-ground  use. 

in.  Registrations  and  products  subject 
to  the  notice. 


Each  registrant  smd  applicant  for  reg¬ 
istration  listed  below  is  being  notified  by 
certified  mail  of  toe  rebuttable  presump¬ 
tion  existing  against  registration  and 
continued  registration  of  its  products. 

The  registrants  and  applicants  for 
registration  shall  have  45  days  from  the 
date  this  notice  is  sent,  or  until  Janu¬ 
ary  6,  1977,  to  submit  evidence  in  re¬ 
buttal  of  the  presumption.  However,  toe 
Administrator  may,  for  good  cause 
shown,  grant  an  additional  60  days  in 
which  such  evidence  may  be  submitted. 
Notice  of  such  an  extension,  if  granted, 
will  appear  in  toe  Peoeral  Register. 

IV.  Duty  to  submit  information  on 
adverse  effects. 

Registrants  are  required  by  law  to  sub¬ 
mit  to  EPA  any  additional  information 
regarding  any  adverse  effects  on  man  or 
the  environment  which  comes  to  a  regis¬ 
trant’s  attention  at  any  time  [pursuant 
to  section  6(a)  (2)  of  PIFRA  and  40  CPR 
162.8(d)  ].  If  any  registrant  of  strychnine 
or  strychnine  sulfate  has  any  published 
or  unpublished  information,  studies,  re¬ 
ports,  analyses,  or  reanalyses  regarding 
any  adverse  effects  associated  with 
strychnine  or  strychnine  sulfate  includ¬ 
ing,  but  not  limited  to,  effects  in  animals 
species  or  humans,  residues,  and  claimed 
or  verified  accidents  to  humans,  domestic 
animals,  or  wildlife,  which  has  not  been 
previously  submitted  to  EPA,  it  must  be 
submitted  immediately.  Along  with  any 
rebuttal  information  submitted,  regis¬ 
trants  must  certify  that  they  have  sub¬ 
mitted  all  information  know  to  them  re¬ 
garding  any  adverse  effects  associated 
with  the  use  of  strychnine  or  strychnine 
sulfate.  In  •  addition,  the  registrants 
should  notify  EPA  of  any  studies  cur¬ 
rently  in  progress,  including  the  purpose 
of  the  study,  toe  protocol,  toe  approxi¬ 
mate  completion  date,  and  a  summary  of 
all  results  observed  to  date. 

V.  Public  comments. 

A  position  document,  dated  October  27, 
1976,  prepared  by  an  Agency  working 
group  on  strychnine  and  strychnine  sul¬ 
fate  and  containing  references  and  the 
underlying  data  is  avilable  for  public  in¬ 


spection.  During  the  time  allowed  for 
submission  of  rebuttal  evidence,  com¬ 
ments  on  the  presumptions  set  forth  in 
the  notice  and  on  the  material  contained 
in  the  position  document  are  also  solic¬ 
ited  from  the  public.  In  particular,  any 
documented  episodes  of  adverse  effects  to 
humans,  domestic  animals,  or  wildlife, 
and  information  as  to  any  laboratory 
studies  in  progress  or  completed,  are  re¬ 
quested  to  be  submitted  to  EPA  as  soon 
as  possible.  Likewise,  any  studies  or  com¬ 
ments  on  the  benefits  from  toe  use  of 
strychnine  and  strychnine  sulfate  are  re¬ 
quested  to  be  submitted.  All  comments 
and  information  should  be  sent  to  the 
Federal  Register  Section,  Technical 
Services  Division  (WH-669),  Office  of 
Pesticide  Programs,  Rm.  401,  East  Tower, 
401  M  St.,  SW,  Washington,  D.C.  20460. 
Three  copies  of  the  comments  or  infor¬ 
mation  should  be  submitted  in  order  to 
facilitate  the  work  of  the  Agency  and 
others  interested  in  inspecting  them.  The 
comments  and  information  should  bear 
the  identifying  notation  OPP-30000/7. 
Comments  and  information  received 
within  the  specified  time  limit  shall  be 
considered  before  it  is  determined 
whether  a  notice  shall  be  issued  in  ac¬ 
cordance  with  40  CFR  162.11(a)  (5)  (il). 
Comments  received  after  toe  specified 
time  period. will  be  considered  only  to 
toe  extent  feasible  consistent  with  the 
time  limits  imposed  by  40  Cm  162.11(a) 
(5)  (il).  All  written  comments  and  infor¬ 
mation  filed  pursuant  to  this  notice  will 
be  available  for  public  inspection  in  the 
office  of  the  Federal  Register  Section 
from  8:30  a.m.  to  4  p.m.  on  normal  work¬ 
ing  days. 

The  material  contained  in  the  posi¬ 
tion  document  is  available  for  public  in¬ 
spection  in  the  Office  of  Special  Pesti¬ 
cide  Reviews,  Rm.  447,  East  Tower,  dur¬ 
ing  the  same  time  period. 

Dated:  November  22,  1976. 

Edwin  L.  Johnson, 
Deputy  Assistant  Administrator 
for  Pesticide  Programs. 
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Public  Papers  of  the  Presidents 
of  the  United  States 


Annual  volumes  containing  the  public  messages  and  statements, 
news  conferences,  and  other  selected  papers  released  by  the  White 
House. 

Volumes  for  the  following  years  are  now  available : 

HERBERT  HOOVER 


1929___. 

_  _ $13.30 

1930_  _  _ 

-  $16.00 

HARRY  S 

.  TRUMAN 

1945___ 

-  _  _ $11.75 

1949_-  _  _  __ 

-  $11.80 

1946___ 

__  __  _  $10.80 

1950 _  __  _ 

-  $13.85 

1947___ 

_  _ $11.15 

1951 _  _ 

_  $12.65 

1948___ 

_  _ _  $15.95 

1952-53 _  _  _  _ 

-  $18.45 

DWIGHT  D. 

EISENHOWER 

1953— 

$14.60 

IQW 

$14.50 

1954_ 

_  _  _  $17.20 

1958  _  __  _  __ 

-  $14.70 

1955 _ 

__  _ _  $14.50 

1959_  I _  __ 

_  $14.95 

1956 

1960-61  _  _ 

-  $16.85 

JOHN  F. 

KENNEDY 

1961— 

_  __  __  _ $14.35 

1962  _ 

_  $15.55 

1963 _ $15.35 

LYNDON  B.  JOHNSON 

1963-64  (Book  I) _ $15.00  1966  (Book  II) _ $14.35 

1963-64  (Book  II) _ $15.25  1967  (Book  I) _ $12B5 

1965  (Book  I) _ $12.25  1967  (Book  II) _ $11.60 

1965  (Book  II) _ $12.35  1968-69  (Book  I) _ $14.05 

1966  (Book  I) _ $13.30  1968-69  (Book  II) _ $12.80 


RICHARD 

NIXON 

1969 

__  _  $17.15 

1972  -  _  _ 

_ $18.55 

1970  _ 

_  _ $18.30 

1973  _ 

$16.50 

1971 _  _ 

_  $18.85 

1974_  _ 

_ $12.30 

GERALD  R.  FORD 

1974 _ $16.00 

Published  by  Office  of  the  Federal  Register,  National  Archives  and  Records  Service, 
General  Services  Administration 

Order  from  Superintendent  of  Documents,  U.S.  Government  Printing  Office 
Washington,  D.C.  20402 
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